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[4110-08-M] 
Titie 45—Public Welfare 


SUBTITLE A—DEPARTMENT OF 
HEALTH, EDUCATION, AND WEL- 
FARE, GENERAL ADMINISTRATION 


PART 46—PROTECTION OF HUMAN 
SUBJECTS 


Additional Protections Pertaining to 
Biomedical and Behavioral Re- 


search Involving Prisoners as Sub- 
jects 


AGENCY: Department of Health, 
Education, and Welfare. 


ACTION: Final rule. 


SUMMARY: These regulations stipu- 
late additional requirements for Insti- 
tutional Review Boards (Boards), pro- 
vide for prisoners or representatives of 
prisoners on Boards when prisoners 
are involved, outline additional duties 
for Boards, and specify the conditions 
under which research involving prison- 
ers is permitted. 


EFFECTIVE DATE: These _ regula- 
tions shall become effective on Novem- 
ber 16, 1978. 


FOR FURTHER 
CONTACT: 


Normand R. Goulet, Ph. D., Office 
for Protection from Research Risks, 
National Institutes of Health, 9000 
Rockville Pike, Bethesda, Md. 20014, 
301-496-7005 


SUPPLEMENTARY INFORMATION: 
On January 5, 1978, the Department 
of Health, Education, and Welfare 
(Department) published (43 FR 1050) 
proposed rules providing additional 
protections for prisoners involved in 
research conducted or supported by 
the Department. Interested individ- 
uals, institutions and organizations 
were invited to submit comments. A 
total of 57 comments were received. 


INFORMATION 


RESPONSE TO PUBLIC COMMENTS 


The public comments and the De- 
partment’s responses are discussed 
below in the order of their reference 
to the proposed regulations as they 
appeared in the FEDERAL REGISTER. 
The Department, having reviewed 
these comments, has decided to allow 
two additional types of research: 

(1) Certain research on conditions 
particularly affecting prisoners as a 
class; and : 

(2) Certain research intended to 
benefit the subjects but which in- 
volves the use of control subjects to 
whom such benefit may not be expect- 
ed. \ 

Neither,gof these research categories 
may be approved until additional and 
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more stringent review procedures are 
conducted. These requirements are de- 
tailed in § 46.306(a)(2) of these regula- 
tions. ; 

Comment: Twelve respondents com- 
mented on the proposals to require 
that the Board should be ‘‘* * * suffi- 
ciently qualified through the maturi- 
ty, experience, and expertise of its 
members, and the diversity of the 
members’ racial and cultural back- 
grounds, to insure respect for its 
advice and counsel * * *” and that no 
Board should consist entirely of mem- 
bers of only one sex. 

Several respondents felt that it was 
misleading and inappropriate to pro- 
pose a change in Board composition in 
what was presented as proposed regu- 
lations on research involving prison- 
ers. They felt that such a publication 
was not conspicuous enough to insure 
appropriate comment. In addition, it 
was noted that no justification was 
presented in the introductory com- 
ments which preceded the proposed 
changes. It was felt that a substantial 
change of this magnitude deserved to 
be pubiished separately, with a full 
and adequate explanation of its mean- 
ing, apd clearly labelled for comments 
by the affected and interested public. 

Other respondents felt that changes 
to the existing criteria for Board mem- 
bership should be proposed only when 
supported by clear evidence that pre- 
sent criteria are inadequate to provide 
protection to human subjects. ‘The 
proposal shouid document these inad- 
equacies for the public and should ex- 
plain why they are attributable to the 
absence of certain types of people on 
the Board, as opposed to other rea- 
sons. 

Several respondents felt that the 
current requirements, along with ex- 
isting equal employment opportunity 
and affirmative action policies, are 
sufficient to the Department’s needs 
and obligations. Placing additional 
limitations on the composition of 
Boards would further increase the dif- 
ficulties in: (a) finding Board candi- 
dates who are willing and qualified to 
serve; (b) assembling a committee of 
workable size; (c) serving staggered 
terms because of vacations, sabbati- 
cals, etc.; (d) constituting an appropri- 
ate committee in a smaller institution; 
and (e) precluding the overuse of mi- 
norities on Boards. These respondents 
felt that further limitations would be 
counterproductive in adversely affect- 
ing the quality of decisions and would 
detract from the respect shown to the 
Board's advice and counsel. 

Finally, some respondents had con- 
cern for the potential for disagree- 
ment on the adequacy of the phrase, 
“diversity of the members’ racial and 
cultural backgrounds.” They felt that 
definitions were needed and that there 


would be as many definitions as there 
would be anthropologists. 

Response: The Department does not 
feel that the language proposed by the 
Commission for Boards to be qualified 
for the review of research in prisoners 
differs so significantly from the exist- 
ing requirement that all Boards be 
“* * * sufficiently qualified through 
the maturity, experience, and exper- 
tise of its members and diversity of its 
membership to insure respect for its 
advice and counsel” as to present any 
great difficulties for grantee and con- 
tractor institutions. The only signifi- 
cant change is in the substitution of 
“diversity of members’ racial and cul- 
tural backgrounds” for “diversity of 
membership.” Coupled with the exist- 
ing requirement for the inclusion of 
persons competent to judge communi- 
ty attitudes, the present regulatory 
language has required existing Boards 
to acquire the same ‘“‘diversity of racial 
and cultural backgrounds” that would 
be required under the change in lan- 
guage. No additional difficulties (a) in 
finding candidates, (b) with Board 
size, (c) in staggering terms, or (d) pre- 
cluding the overuse of minorities, 
other than those already encounterd, 
need be anticipated. Similarly, the re- 
quirement for the inclusion of at least 
one member of the opposite sex has al- 
ready been met without obvious diffi- 
culty by the great majority of Boards. 

The Department also notes that the 
Commission’s recently published rec- 
ommendations with respect to Board 
operations provides an early opportu- 
nity to reopen these issues. Conse- 
quently, the Department has conclud- 
ed that no purpose will be served by 
delaying implementation of the provi- 
sions incorporated in §§ 46.106(b)(1) 
and 46.106(b)(3). 

Comment: Two respondents com- 
mented upon § 46.302, which states 
that the purpose of this subpart is to 
provide additional safeguards for the 
protection of prisoners involved in re- 
search. One respondent suggested that 
the introduction of additional protec- 
tions would make it virtually impossi- 
ble for prisoners to participate in re- 
search and that this runs counter to 
the philosophical cornerstones of 
modern penology. The commenter 
argued that participation in research 
(1) reduces the pervasive idleness of 
prisoners, and (2) encourages the as- 
sumption of responsibility on the part 
of the prisoners for their actions and 
welfare. The commenter felt that re- 
search participation should be encour- 
aged, developed, and sustained. 

Response: Testimony gathered by 
the Commission does not reflect gen- 
eral agreement among  penologists 
that participation in research is an ac- 
ceptabie means to counteract undesir- 
able aspects of incarceration or to 
assist in the rehabilitation of prison- 
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ers. In fact, most testimony before the 
Commission opposed the use of prison- 
ers in any. form of medical research 
not intended to benefit the individual 
prisoner. However, the Department 
has determined that research which is 
in the long range interests of prisoners 
as a Class may be approved if the Sec- 
retary, after consulting appropriate 
experts, including experts in penology, 
medicine and ethics, and publishing a 
notice in the FEDERAL REGISTER, con- 
curs with the approval recommenda- 
tion of the IRB. 

Comment: The other commenter on 
§ 46.302 expressed the view that the 
Depariment has improperly accepted 
the Commission’s position that prison 
conditions are so coercive that prison- 
ers cannot give informed consent. In 
so concluding, it is argued, the Com- 
mission overlooked a significant legal 
aspect of informed consent, namely ca- 
pacity. A person is able or unable to 
give informed consent according to 
whether or not he has the legal capac- 
ity to do so. A lack of legal capacity is 
based on minority or insanity consid- 
erations. Assuming that a prisoner suf- 
fers neither disability, his/her legal 
capacity to give informed consent, as 
well as to handle all of his/her other 
affairs, is undiminished. 

Response: The Commission’s basic 
question, as noted in its report (42 FR 
3076 at 3078) is whether a prisoner is 
so situated as to be able to exercise 
free power of choice, i.e., whether a 
consent, even if informed, can be con- 
sidered truly voluntary. The right to 
be secure in one’s person is a constitu- 
tional right. The Supreme Court has 
held in Brady v. United States, 397 
U.S. 742 (1970) that “waiver of consti- 
tutional rights must be voluntary.” As 
noted in Kaimowitz v. Department of 
Mental Health, 42 U.S.L.W. 101 (1973), 
“the very nature of (the prisoner’s) 
* * * incarceration diminishes the ca- 
pacity to consent.” The Commission 
concluded that age and mental incom- 
petence alone are not the only factors 
in establishing the validity of consent. 
The Department agrees. No changes 
are made in § 46.302 as proposed. 

Comment: Eight respondents com- 
mented upon the definitions incorpo- 
rated in §46.303. Regarding the defini- 
tion of ‘‘prisoner,” several commenters 
indicated that clarification is needed 
concerning which individuals are in- 
cluded in the definition. They asked 
whether “prisoner” includes people in 
halfway houses, persons on parole, 
those serving time in alternative set- 
tings such as college campuses, per- 
sons committed to mental hospitals 
through legal proceedings, juveniles 
housed in_ correctional facilities, 
person housed in group homes or pri- 
vate care facilities, etc. 

Response: The proposed definition 
of ‘‘prisoner” encompasses any individ- 
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ual involuntarily confined or detained 
for any period of time in an institu- 
tion, such as a penal facility, a hospi- 
tal by civil commitment, a prerelease 
center, or in a similar institution or fa- 
cility which is not considered a 
normal, private, day-to-day residence. 
The term includes individuals sen- 
tenced to an institution under a crimi- 
nal or civil statute, individuals de- 
tained by virtue of statutes or commit- 
ment procedures which provide alter- 
natives to criminal prosecution or to 
incarceration in a penal institution, 
and individuals detained pending ar- 
raignment, trial, or sentencing. The 
term also includes inmates in educa- 
tional release or work release pro- 
grams. The term “prisoner” does not 
include either those persons voluntar- 
ily confined or those persons subject 
to a _ civil commitment procedure 
which is not an alternative to criminal 
prosecution. Under the proposed defi- 


nition, persons on parole or residing 


on college campuses are in fact not in- 
voluntarily confined to an institution 
and are therefore clearly not ‘‘prison- 
ers.” Similarly, persons committed to 
mental hospitals, group homes, half- 
way houses, or who are out-clients, are 
not “prisoners” unless their commit- 
ment is by virtue of a statute or com- 
mitment procedure which is an alter- 
native to criminal prosecution or in- 
carceration in a penal institution. 

Comment: It was also suggested that 
definitions of “biomedical” and ‘‘be- 
havioral”’ research are needed. While 
carefully constructed biomedical re- 
search can be tested against the ‘rea- 
sonable probability of improving the 
health and well-being of the subject,” 
this is an unrealistic standard for a 
good deal of behavioral research 
which has nothing to do with health 
and touches well-being only in the 
most indirect way. In addition, behav- 
ioral and psychological effects of 
criminality, personality, and demo- 
graphic and life experience anteced- 
ents of criminality should be added to 
the allowable research as this informa- 
tion can almost solely be obtained 
from prisoners. 

Reponse: Most research on the ef- 
fects of criminality, personality and 
demographic and life experience of 
criminality would be admissible under 
paragraph (a)(2)(A) of § 46.306 as stud- 
ies ‘‘of the possible causes, effects and 
processes of incarceration’, and of 
criminal behavior, or under paragraph 
(a)(2)(B) as studies of “‘prisoners as in- 
carcerated subjects’ or under (a) 
(2(C) as ‘“Research on conditions par- 
ticularly affecting prisoners as a 
class.”” The fact that a research proj- 
ect could not qualify under paragraph 
(a)(2)(D) requiring promise of ‘“im- 
proving the health and well-being of 
the subject” (with the possible excep- 
tion of control subjects, the use of 
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which requires a more stringent 
review process) would not block its ac- 
ceptance if it qualified under any of 
the other three paragraphs. 

At the same time, the Department 
agrees to the utility of defining biome- 
dical and behavioral research. The 
soon to be published recommendations 
of the Commission on Board oper- 
ations will incorporate a definition of 
research in both biomedical and be- 
havioral terms. The Department will 
consider its adoption after it has re- 
ceived comment on the recommenda- 
tions. 

Comment: It has been suggested 
that a research project should be con- 
sidered to involve no more than mini- 
mal risk and no more than inconve- 
nience to the subject even when a 
breach of confidentiality could con- 
ceivably present a potentially serious 
risk, provided that the investigator is 
in compliance with the confidentiality 
requirements of the human subjects 
regulations (45 CFR 46.119). 

If this suggestion were adopted, re- 
search involving a risk resulting from 
a breach of confidentiality would be 
permitted under § 46.306(a)(2)(A) 
without prior consultation with ex- 
perts and publication of a notice in the 
FEDERAL REGISTER. 

Response: The regulation 
(§ 46.306(a)(2)(C)) does in fact, permit 
research involving potentially serious 
risk from a breach of confidentiality, 
but only on a case-by-case basis after 
the Secretary has consulted with ap- 
propriate experts, including experts in 
penology, medicine, and ethics, and 
published a notice in the FEDERAL REc- 
ISTER. The Department believes that 
this more conservative approach is 
warranted because: (1) breaches of 
confidentiality may occasionally occur . 
despite compliance with confidential- 
ity requirements; and (2) such 
breaches of confidentiality could be 
life-threatening (for example, in the 
case of disclosures concerning sexual 
assaults). Nevertheless, the Depart- 
ment is interested in receiving com- 
ments on this issue. 

Comment: Four respondents com- 
mented on the composition of Boards 
where prisoners are involved, § 46.304. 
They noted that the proposed regula- 
tions specify that a majority of board 
members shall have no association 
with the prison(s) involved. They sug- 
gested that clarification of the mean- 
ing of ‘‘no association” was needed. 

Response: The term ‘‘no association” 
was used generally in order to avoid as 
many conflicting interests as possible. 
It means that an individual should not 
be an officer, employee, agent, or 
trustee of the prison or have authority 
over or responsibility for any aspect of 
prison activities. However, by using 
the broad term ‘no association” the 
Department intends to rule out even 
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more remote connections with prisons 
as well. It should be noted that the re- 
quirement refers only to the majority 

of each of the Boards, exclusive of 
* prisoner members. 

Comment: One commenter noted 
that the proposed regulations require 
additional screening by a Board estab- 
lished at each prison or jail in which 
the study is to take place. While some 
institutions may have such review 
panels, many do not. It appears that 
this is unnecessarily duplicative and 
likely to be a factor militating against 
research. 

Response: There is no requirement 
for duplication of review functions. 
Current regulations ‘require that a 
Board review and certify the safe- 
guarding of the rights and welfare of 
human subjects at risk in biomedical 
and behavioral research activities. The 
Board need only have one member 
who is a prisoner or prisoner repre- 
sentative. When a second Board is es- 
tablished for purposes of convenience 
or when dictated by local consider- 
ations, only one such Board need have 
a prisoner or prisoner representative 
as a member. 

Where a Board does not now exist, 
and is required by the regulations, the 
establishment of such a Board will 
become a prerequisite for the award of 
a grant or contract. 

Comment: One respondent felt that 
to require institutions to include pris- 
oners or prisoner representatives as 
Board members would lead inevitably 
to pressures from other population 
groups for equal representation on 
review committees, detracting from 
the Board’s integrity and effective- 
ness. 

Response: While acknowledging that 
the mandatory inclusion of specific 
prisoner representatives on Boards 
could lead to increased pressures from 
other population groups for similar 
representation, the Department be- 
lieves the special circumstances in- 
volved in any research on prisoners 
warrant this requirement, to assure 
that the interests of the prisoners are 
directly represented on the Board. 

Comment: There were six comments 
on §46.305, concerning additional 
duties of the Boards where prisoners 
are involved. One commenter noted 
that § 46.305(a)(4) requires that the in- 
formation necessary to prisoners’ con- 
sent be presented in language which is 
appropriate for the subject popula- 
tion. The commenter ask whether this 
item should not be reworded to in- 
clude each person tested. 

Response: Existing regulations re- 
quire at § 46.103(c)(1) that subjects be 
given a “fair explanation” of the pro- 
cedures to be followed. An explanation 
that is incomprehensible to the sub- 
ject, whether because of differences in 
native tongue, dialect, or complexity, 
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is clearly not “fair.”” The requirement 
in § 46.305(4) serves only to reinforce 
this basic provision of the regulations. 

Comment: One commenter noted 
that the regulations require that ade- 
quate assurance exist that parole 
boards will not take into account a 
prisoner’s participation in the _ re- 
search in making decisions regarding 
parole. The commenter argued that al- 
though parole “credit”? should not be 
given for research participation, it 
would be poor social policy to disallow 
information concerning a _ successful 
response to medical treatment if it has 
a bearing on the subject’s ability to 
function well outside of the prison set- 
ting. 

Response: The regulations require 
adequate assurance that parole boards 
not consider a prisoner’s participation 
in research as a criterion for or against 


parole. Information concerning medi-“ 


cal treatment and its bearing on the 
subject’s ability to function in the 
future is strictly a physician-patient 
relationship and subject to constraints 
appropriate to that situation. These 
regulations are concerned only with 
considerations given to the physical 
act of participating in research in rela- 
tion to parole board decisions. 

Comment: Fifteen comments were 
received on permitted research involv- 
ing prisoners, § 46.306. Several respon- 
dents felt that prisoners should be al- 
lowed to participate in medical re- 
search even if it does not have the 
intent and reasonable probability of 
improving the health and well-being 
of the subject. They argued that the 
regulations do not consider research 
which may strictly be of benefit to so- 
ciety as a whole. 

Response: The Department is well 
aware of the past contributions of 
prison research, and of individual pris- 
oners, acting as research subjects, to 
the general health and welfare of the 
Nation and of society as a whole. How- 
ever, it finds that there are substantial 
reasons for prohibiting continuation 
of such research and does not find any 
demonstrable need for continuing 
such research except where, as pro- 
vided in § 46.306, there is reason to be- 
lieve that such research is necessarily 
concerned with prisons as institutions; 
prisoners as persons or as a Class; or 
when the research has the intent and 
-reasonable probability of improving 
the health and well-being of the sub- 
ject (with the possible exception of 
control subjects, the use of which re- 
quires a more stringent review proc- 
ess). 

The Department again notes that 
medical and medically related re- 
search: 

—Has already been prohibited in all Fed- 

eral prisons; 

—Has been prohibited in eight States; 


—Is conducted in only about seven of the 
States that either permit it or don't reg- 
ulate it; 

—And is not conducted in countries out- 
side the United States. 


In general, these prohibitions have 
been based on the demonstrable in- 
equities of such research and on the 
questionable voluntariness of prisoner 
consent. Though in theory the bene- 
fits of such research are usually to so- 
ciety as a whole, prisoners included, 
only one segment of society, prisoners, 
is asked to accept the research risks. 
Even if prisoner consent is obtained, 
the circumstances of that consent in a 
confined, restrictive, unattractive and 
boring environment, raise questions as 
to the voluntary nature of that con- 
sent. In addition, other nations active 
in biomedical and behavioral research 
have been able to conduct investiga- 
tions without involving prisoners. 
After considerable deliberation, the 
department has amended § 46.306 
(a)(2) so as to permit certain research 
on conditions particularly affecting 
prisoners as a class and research on 
practices which have the intent and 
reasonable probability of improving 
the health and well-being of the sub- 
jects, even though some subjects who 
are in a control group may not benefit 
directly from the research. The review 
process required before these kinds of 
research may be approved is more 
stringent, and includes the require- 
ment that the Secretary consult ap- 
propriate experts, including experts in 
penology, medicine and ethics, and 
published in the FepERAL REGISTER his 
intent to approve such research. 

Comment: One respondent felt that 
the allowable research on practices as 
stated in § 46.306(a2)(C) of the pro- 
posed regulations, § 46.306(a)(2)(D) of 
the final regulations, appears to allow 
a broader range of ‘“‘therapeutic’’ re- 
search than the preamble would lead 
one to expect. The respondent noted 
that there is not even a “minima! risk’”’ 
ceiling on this type of research. 

Response: The Commission would 
permit research on practices which 
have the intent and reasonable prob- 
ability of improving the health or 
well-being of the subject when a pris- 
oner benefits from a practice, no limit 
on the inherent, medically related risk 
was intended. The Commission felt 
that a research subject should not be 
deprived of health benefits (even ex- 
perimental ones) simply because the 
subject is a prisoner. The Department 
agrees. = 

Comment: Several respondents felt 
that “minimal risk” as used in 
§ 46.306(a)(2)(A) and (B) should be de- 
fined more precisely. 

Response: The Department agrees. A 
definition of ‘‘minimal risk’’ has been 
introduced into these regulations as 
§ 46.303(d). 
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Comment: One respondent asked 
whether the phrase ‘‘no more than in- 
convenience to the subjects” means in- 
convenience in actually conducting the 
research or does it apply to the re- 
sults. 

Response: The Department is of the 
opinion that the risks must be mini- 
mal or absent and present no more 
than inconvenience to the subjects 
both during the conduct of the re- 
search and later, e.g., permissible re- 
search should not present the prospect 
of delayed side effects involving more 
than minimal risk, nor should it in- 
volve the accumulation of data poten- 
tially more than minimally injurious 
to the prisoner. 

The regulations, proposed in the 
January 5, 1978, publication of the 
FEDERAL REGISTER (43 FR 1050-1053), 
are hereby adopted with the changes 
incorporated in § 46.306(a)(2), as noted 
above; the addition of a definition for 
“minimal risk;’ and minor technical 
and editorial changes. 


Dated: September 11, 1978. 


CHARLES MILLER, 
Acting Assistant Secretary 
Sor Health. 


Approved: November 7, 1978. 


JOSEPH A. CALIFANO, Jr., 
Secretary. 


Accordingly, Part 46 of 45 CFR, Sub- 
title A, is amended by: 


§ 46.106 [Amended]. 


1. Revising the second sentence of 
§ 46.106(b)(1) to read: “The Board 
must be sufficiently qualified through 
the maturity, experience, and exper- 
tise of its members, and the diversity 
of the members’ racial and cultural 
backgrounds, to insure respect for its 
advice and counsel for safeguarding 
the rights and welfare of human sub- 
jects.” 

2 Renumbering §§ 46.106(b)(3) 
through 46.106(b)(6) as §§ 46.106(b)(4) 
through 46.106(b)(7), and inserting the 
following new § 46.106(b)(3): 

(3) No Board shall consist entirely of 
members of only one sex. 


§ 46.301 [Redesignated]. 


3. Redesignating Subpart C and 
§ 46.301 as Subpart D and § 46.401 re- 
spectively. 

4..Adding the following new Subpart 
C. 


Subpart C—Additional Protections Pertaining 
to Biomedical and Behavioral Research In- 
volving Prisoners as Subjects 


Sec. 
46.301 
46.302 


Applicability. 

Purpose. 

46.303 Definitions. 

46.304 Composition of Institutional Review 
Boards where prisoners are involved. 
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46.305 Additional duties of the Institution- 


al Review Boards where prisoners are in- 
volved. 
46.306 Permitted activities involving pris- 
oners. 
AUTHORITY: 5 U.S.C. 301. 


Subpart C—Additional Protections 
Pertaining to Biomedical and Be- 
havioral Research Involving Prison- 
ers as Subjects 


§ 46.301 Applicability. 


(a) The regulations in this subpart 
are applicable to all biomedical and be- 
havioral research conducted or sup- 
ported by the Department of Health, 
Education, and Welfare involving pris- 
oners as subjects. 

(b) Nothing in this subpart shall be 
construed as indicating that compli- 
ance with the procedures set forth 
herein will authorize research involv- 
ing prisoners as subjects, to the extent 
such research is limited or barred by 
applicable State or local law. 

(c) The requirements of this subpart 
are in addition to those imposed under 
the other subparts of this part. 


§ 46.302 Purpose. 


Inasmuch as prisoners may be under 
constraints because of their incarcer- 
ation which could affect their ability 
to make a truly voluntary and un- 
coerced decision whether or not to 
participate as subjects in research, it is 
the purpose of this subpart to provide 
additional safeguards for the protec- 
tion of prisoners involved in activities 
to which this subpart is applicable. 


§ 46.303 Definitions. 


As used in this subpart: 

(a) “Secretary” means the Secretary 
of Health, Education, and Welfare and 
any other officer or employee of the 
Department of Health, Education, and 
Welfare to whom authority has been 
delegated. 

(b) “‘DHEW” means the Department 
of Health, Education, and Welfare. 

(c) “Prisoner” means any individual 
involuntarily confined or detained in a 
penal institution. The term is intended 
to encompass individuals sentenced to 
such an institution under a criminal or 
civil statute, individuals detained in 
other facilities by virtue of statutes or 
commitment procedures which provide 
alternatives to criminal prosecution or 
incarceration in a penal institution, 
and individuals detained pending ar- 
raignment, trial, or sentencing. 

(d) ‘Minimal risk’’ is the probability 
and magnitude of physical or psycho- 
logical harm that is normally encoun- 
tered in the daily lives, or in the rou- 
tine medical, dental, or psychological 
examination of healthy persons. 
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§ 46.304 Composition of Institutional 
Review Boards where prisoners are in- 
volved. 


In addition to satisfying the require- 
ments in § 46.106 of this part, an Insti- 
tutional Review Board, carrying out 
responsibilities under this part with 
respect to research covered by this 
subpart, shall also meet the following 
specific requirements: 

(a) A majority of the Board (exclu- 
sive of prisoner members) shall have 
no association with the prison(s) in- 
volved, apart from their membership 
on the Board. 

(b) At least one member of the 
Board shall be a prisoner, or a prison- 
er representative with appropriate 
background and experience to serve in 
that capacity, except that where a par- 
ticular research project is reviewed by 
more than one Board only one Board 
need satisfy this requirement. 


§ 46.305 Additional duties of the Institu- 
tional Review Boards where prisoners 
are involved. 


(a) In addition to all other responsi- 
bilities prescribed for Institutional 
Review Boards under this part, the 
Board shall review research covered by 
this subpart and approve such re- 
search only if it finds that: 

(1) The research under review repre- 
sents one of the categories of research 
permissible under § 46.306(a)(2); 

(2) Any possible advantages accruing 
to the prisoner through his or her-par- 
ticipation in the research, when com- 
pared to the general living conditions, 
medical care, quality of food, ameni- 
ties and opportunity for earnings in 
the prison, are not of such a magni- 
tude that his or her ability to weigh 
the risks of the research against the 
value of such advantages in the limit- 
ed choice environment of the prison is 
impaired; : 

(3) The risks involved in the re- 
search are commensurate with risks 
that would be accepted by nonprisoner 
volunteers; 

(4) Procedures for the selection of 
subjects within the prison are fair to 
all prisoners and immune from arbi- 
trary intervention by prison authori- 
ties or prisoners. Unless the principal 
investigator provides to the Board jus- 
tification in writing for following some 
other procedures, control subjects 
must be selected randomly from the 
group of available prisoners who meet 
the characteristics needed for that 
particular research project; 

(5) The information is presented in 
language which is understandable to 
the subject population; 

(6) Adequate assurance exists that 
parole boards will not take into ac- 
count a prisoner’s participation in the 
research in making decisions regarding 
parole, and each prisoner is clearly in- 
formed in advance that participation 
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in the research will have no effect on 
his or her parole; and 

(7) Where the Board finds there 
may be a need for follow-up examina- 
tion or care of participants after the 
end of their participation, adequate 
provision has been made for such ex- 
amination or care, taking into account 
the varying lengths of individual pris- 
oners’ sentences, and for informing 
participants of this fact. 

(b) The Board shall carry out such 
other duties as may be assigned by the 
Secretary. 

(c) The institution shall certify to 
the Secretary, in such form and 
manner as the Secretary may require, 
that the duties of the Board under 
this section have been fulfilled. 


§ 46.306 Permiited research involving pris- 
oners. 

(a) Biomedical or behavioral re- 
search conducted or supported by 
DHEW may involve prisoners as sub- 
jects only if: 

(1) The institution responsib!e for 
the conduct of the research has certi- 
fied to the Secretary that the Institu- 
tional Review Board has approved the 
research under § 46.305 of this sub- 
part; and 

(2) In the judgment of the Secretary 
the proposed research involves solely 
the following: 

(A) Study of the possible causes, ef- 
fects, and processes of incarceration, 
and of criminal behavior, provided 
that the study presents no more than 
minimal! risk and no more than incon- 
venience to the subjects; 

(B) Study of prisons as institutional 
structures or of prisoners as incarcer- 


ated persons, provided that the study 
presents no more than minimal risk 
and no more than inconvenience to 
the subjects; 


(C) Research on conditions particu- 
larly affecting prisoners as a class (for 
example, vaccine trials and other re- 
search on hepatitis which is much 
more prevalent in prisons than else- 
where; and research on social and psy- 
chological problems such as alcohol- 
ism, drug addiction and sexual as- 
saults) provided that the study may 
proceed only after the Secretary has 
consulted with appropriate experts in- 
cludjng experts in penology medicine 
and ethics, and published notice, in 
the FEDERAL REGISTER, of his intent to 
approve such research; or 


(D) Research on practices, both. in- 
novative and accepted, which have the 
intent and reasonable probability of 
improving the health or well-being of 
the subject. In cases in which those 
studies require the assignment of pris- 
oners in a manner consistent with pro- 
tocols approved by the IRB to control 
groups which may not benefit from 
the research, the study may proceed 
only after the Secretary has consulted 
with appropriate experts, including ex- 
perts in penology medicine and ethics, 
and published notice, in the FEDERAL 
REGISTER, of his intent to approve 
such research. 


(b) Except as provided in paragraph 
(a) of this section, biomedical or be- 
havioral research conducted or sup- 
ported by DHEW shall not involve 
prisoners as subjects. 


(FR Doc. 78-32050 Filed 11-15-78; 8:45 am] 
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